UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460

DEFICE OF
TEEIVERTICH, FESTICITRES
LHD TOWIC SUESTANCES

April 7, 2005

MEMORANDUM

Subject: Efficacy Review for Sterilex Ultra Disinfectant Cleaner Solution 1, EPA File
Symbol: 63761-1
DP Barcode: D315810

From: Michele E. Wingfigld, Chief
Product Science Branch
Antimicrobials Division (7510C)

To: Marshall Swindell PM-33/Tony Kish
Regulatory Management Branch |
Antimicrobials Division (7510C)

Applicant:  The Sterilex Corporation
11408 Cronhill Drive
Suite L
Owings Mills, MD 21117

Formulation From Label:

Active [ngredient(s’ Yo by wit
n-Alkyl (0% C,,, 30% C,5, 5% Cy; 5% Cyp)

dimethyl banzyl ammonium chloride . .. ... ..., e e L30T
dimethyl ethylbenzyl ammonium chloride . .. ... ... .. e R 14

(1) BACKGROUND
This submission is for registration of the product as a one-step hospital disinfectant, for

use in healthcare facilities, federally inspected food processing facilities and meat and poulry
plants, farm premises and other institutional settings. The submitted study, MRID No. 456047-
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(8}

1. MRID Nos. 456047-8 and 450335-02 support the use of the product as a hospital
disinfectant when tested at a dilution of 12.8 fl. oz. of product and 12.8 fl. 0z. of activator
in 1 gallon of 400 ppm hard water, at a contact time of ten minutes at room temperature
(20°C).

2. MRID Nos. 460335-03 & 04 support the use of the product as a hospital disinfectant,
under the same conditions listed above, against the additional microorganisms
Escherichia coli 0157:H7 and Listeria monocytogenes, These three studies were
conducted in the presence of 400 ppm hard water and a 5% organic soil load.

3. Although the basic data, MRID 458047-06 was not conducted in the presence of
organic soil, the Agency will allow the one-step disinfection claim because the
confirmatory study and the additional microorganism studies were successfully
conducted with a 5% soil load.

LABELING COMMENTS

1. Under the heading “Directions for Use" in the third paragraph, revise “12 fl. oz, per
gallon” to read, "12.8 fl. oz, of each component per gallon". Within at same
paragraph, revise "hospital-use disinfectant” to read, "hospital disinfectant”.

Add the American Type Culture Collection (ATCC) numbers to each of the organisms
listed on page 2 of 10,

3. Revise the statement “hard, nonporous surfaces” to read, “hard, nonparous,
inanimate, environmental surfaces” everywhere it appears on the label.

. On page 3 of 10, in the first paragraph, revise the statement, "medical devices and
quipment” to read, "non-critical medical devices and equipment surfaces”. |n addition,
add "or mucous membranes” to the list of restricted body sites in parenthesis.

5. It is unlikely that the solution will remain in contact for the required 10 minutes with
the surfaces in water reservoir tubing, water reservoir pipes and piping systems,
therefore, these sites {found on page 3 of 10) mret be removed from the label.

B. The following sites (found on page 3 of 10) must be removed from the label because
they are considered food contact surfaces and require the use of a food contact surface
sanitizer: plastic and other non-porous cutting boards and choppine  locks; refrigerator
bins for meat, fruit, and vegetables,; injectors; knives; slicers; deboners; saws; grinders;
cutters; dairy equipment; beer fermentation and holding tanks; brewery pasteurizers,
wine fermentation tanks; beverage dispensing machines; beverage transfer lines;
bottling or premix dispensing eguipment; drinking water coolers; ice making machines;
transfer line tubing; water lines, watering storage and display equipment; tables; an
highchairs.

everywhere they appear on the label. These sites are for food contact surface
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END

sanitization, not disinfection.

B. Under the heading "Instrument Pre-Soak”, at the end of the paragraph, add the
sentence, "Instruments must undergo high-level disinfection or sterilization following pre-
soak treatment.”

9. This product is not approved for use as a food contact surface sanitizer, therefore,
the directions for use as a disinfectant of food processing equipment are not acceptable
and must be removed from the label. This also applies to the directions for use in
breweries, wineries and other beverage manufacturing facilities and the directions for
use in restaurants and other food preparation areas. This product may only be used on
flocrs, walls and other non-food contact environmental surfaces in these areas.

Page 50of 5




